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Dear Mssrs. Gale and Lall:

An investigator from the Minneapolis District office of the U.S. Food and Drug
Administration (FDA) conducted an inspection of your veterinary drug and
nutritional supplement manufacturing facility on March 7 and 13, 2001.

During the inspection the investigator obtained copies of four of your firm’s
product catalogs as well as labels for five of the products that your firm
manufactures and markets either under your own Vets Plus, Horses Prefer, Pets
Prefer or DVM Formula labels, or that are private labeled for one of more of your
customer firms.
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All five products are also new animal drugs as defined under Section 201(v) of the
Act. Your firm has not submitted nor received approval for new animal drug
applications for any of the five products in accordance with Section 512 of the Act.

The fact that your firm is manufacturing and marketing unapproved new animal
drugs without approval causes those products to be adulterated under, and in
violation of, Section 501(a)(S) of the Act.

We have reviewed claims made in your four product catalogs. Those claims cause
numerous products that your firm markets and promotes to be misbranded drugs



John C. Gale and Rajiv Lall
June 28, 2001

under Section 502(f)(1) of the Act since those products lack adequate directions for
use for the claims, conditions or purposes for which they are intended. For many
of these products, adequate directions for use may not be known since the safety
and efficiency of these products for these conditions has not been demonstrated.
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Veterinary Medicine (CVM) in accordance with Section 510 of the Act. Failure to
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list these products as required causes them to be misbranded under, and in
violation of, Section S02{0)j of the Act

The current inspection of your veterinary drug manufacturing facility found that it
was not being operated in accordance with the Current Good Manufacturing
Practices for Finished Pharmaceuticals (CGMPs) found under Title 21, Code of
Federal Regulations, Part 211 (21 CFR 211). Failure to comply with the CGMPs
causes products manufactured under those conditions to be adulterated under
Section 501(a)(2)(B) of the Act.

The products specifically referenced in this letter do not constitute the only
products manufactured and marketed by your firm that we consider to be new
animal drugs without approval. You should immediately review your entire line of
products to determine which products are unapproved new animal drugs and
whose labels/labeling contain either direct or implied therapeutic or structure-
function claims that cause those products to be drugs under Section 201(g) of the
Act and unapproved new animal drugs under Section 201(v) of the Act. We also
wish to point out that promotional efforts on the internet can help establish the
intended uses of the products. Your firm’s web sites contain numerous
promotional statements and claims for the four lines of products marketed by your
firm that help establish that your firm’s products are clearly intended to used as
animal drugs. We also wish to point out that direct fed microbial product
(probiotics) such as those manufactured and marketed by your firm can b
regulated as either foods or drugs depending on the claims made.
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pectional Observations, issued to your firm at the close of the current
inspection on March 13, 2001, constitute a complete list of GMP problems at your
firm. You should take immediate steps to review all the procedures, practices and
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controls in place at your firm as well as any records maintained to determine if
they are adequate within the requirements of the Current Good Manufacturing
Practices for Drugs (CGMPs) found under 21 CFR 211 and to take whatever steps
are necessary to make corrections.

You should take prompt action to correct all violations and deficiencies referred to
in this letter. Failure to promptly correct tie violations and deficiencies may result
in regulatory action such as seizure or injunction without further notice. This
letter is official notification from the FDA that we expect all of your facilities and
operations to be in compliance with the laws and regulations enforced by the
Agency.

We request that you reply in writing within 15 days of your receipt of this letter
stating what actions your firm has taken or will take to bring about correction and
compliance. You may direct your reply to the attention of Compliance Officer
Carrie Hoffman at the address shown on the letterhead.

Sincerely,
;ames A. Raﬁ%
Director

Minneapolis District
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